Food and Drug Administration Office of Regulatory Affairs 

Summary Report 
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Sample Class: Normal Everyday Sample 

Sample Flag: 

Home District: 


Sample Origin: Domestic 

Sample Type: Official 

Orig C/R and Records To: FLA-DO 


Sample Basis: Other-Survl 

Collecting District: FLA-DO 
Collection PACs: 56R814 


Lab: NRL 
District 
Conclusion: 


Split Num:0 Date Received: 10/09/2012 

District Conclusion 
Made By: 


Disposition 

Reason: 


Disposition 
Authorized By: 


Date Out of Lab: 12/06/2012 
District 

Disposition 
\uthorized Date: 


Performing Org PAC LID PAF Compliance No Lab Class-Description 

NRL-MSB-K 56D015 DRA 

Lab Conclusion 

Lab Conclusion Date Lab Conclusion Made By 


Laboratory Status 

Returned by Performing 
Organization 


Performing Org PAC 

LID 

PAF Compliance No 

Lab Class-Description 

Laboratory Status 

NRL-MSB-K 56R814 


NAR 

3 - Adverse Findings 

Completed 


Lab Conclusion 

Viable microorganisms detected in one (1) of one (1) unit tested. 

Yeast-like organisms detected in one (1) of one (1) unit tested. 

No obvious foreign material observed under direct visual examination of the one (1) of one (1) unit examined. 
All media, equipment, environmental and system controls were negative for growth. 

Lab Conclusion Date Lab Conclusion Made By 

12/06/2012 Braut Taormina, Jasna 
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Food and Drug Administration Office of Regulatory Affairs 
Summary Report 
For Sample Number: 755216 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 12/06/2012 


Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Other-Survl 

Sample Flag: Sample Type: Official Collecting District: FLA-DO 

Home District: Orig C/R and Records To: FLA-DO Collection PACs: 56D015 

Product Name: Methylprednisolone Acetate (Glucocorticoid); Human - Rx/Single Ingredient; Sterile Liquid 
Product Description: Methylprednisolone Acetate (PF) 80 MG/ML Injectable 1 ML 
Collection Reason: Collected per FACTS #1455609, high priority OEO request for 
samples of methylpredisolone acetate from various clinics in FL. 

Analyze for sterility and chemical impurities/assay. 


Date: 12/06/2012 


Page: 1 of 2 
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ANALYST 1. PRODUCT Methylpred. AC(PF) 80MG/ML Injectable I 2. SAMPLE NO. 755216 

WORKSHEET 1 


3. SEALS 

INTACT 
NONE ___ 


BROKEN 


4. DATE 
RECEIVED 

10/9/2012 


5. RECEIVED FROM 

Jasna Braut-Taormina 


6. DISTRICT OR LABORATORY 
NRL 


7. DESCRIPTION OF SAMPLE One clear whirl-pak bag officially sealed as “755216, 10/5/2012, Jessica L. Pressley, 
Investigator”. Whirl-pak bag identified as “755216 10/5/12 JLP” containing one zip lock bag containing a total of three (3) intact 
individual units (vials) of product, and one empty pack of product. Form FDA 525 attached. Sample received at ambient temperature. 

X±- 




8. NET 
CONTENTS 


_NOT APPLICABLE DECLARE/UNITS J 
X NOT DETERMINED AMOUNT FOUND _ 
UNITS EXAMINED % OF DECLARED _ 


9. LABELING 


ORIGINAL. SUBMITTED 
'HOTO/COPIES SUBMIT 
NONE ^ 


10. SUMMARY OF ANALYSIS 

A. CONTAINER: Primary container: Clear glass vial with a gray rubber stopper under a crimp metal closure and a white pop off 

plastic dust cover measuring approximately 3.5 cm in height and 1.0 cm in base diameter. 

Secondary container: Foil bag with ziplock type closure measuring approximately 12cm H x 1 1.5cm W. 

B. LABELING: Commercially manufactured pressure sensitive paper label affixed around glass vial. 

C. CODE: “Lot#06292012@26 Discard after 12/26/2012” printed on paper label affixed around glass vial. 

D. PRODUCT: White opaque free flowing suspension. 

E. ANALYSIS: Examination for viable microorganism. Sterility analysis. Direct visual examination. 

F. METHOD: USP 35-NF 30, 2012 Section <71> Sterility Test.Vol.l pp 65-70 

Sterility Analytical Manual, 3 rd Edition, August 1997, pp. 5-17 
See p. 3_ for methodology. 

G. UNITS TESTED: One (1) unit tested. 

H. RESULTS: Viable microorganisms detected in one (1 ) of one (1) unit tested . 

Yeast-like organisms detected in one (1) of one (1) unit tested. 

No obvious foreign material observed under direct visual examination of the one (1 ) of one (1) unit 
examined. 

All media, equipment, environmental and system controls were negative for growth. 


11. RESERVE SAMPLE: One clear whirl-pak bag officially sealed as “755216 10/10/12 Haydee B. Romero, Analyst” containing 
a total of two (2) intact vials, one ( 1 ) empty vial , and one empty pack of product. Each unit and empty pack are identified as 
“755216, 10/10/12 HR”. Two whirl pak bags officially sealed as “755216 10/15/2012 Haydee B. Romero, Microbiologist”. Each 
bag contains one isolate on Sab-Dextrose agar Slants; slants identified as “Sample # 755216 Sub#l (pink colony) 10/15/12 HR”. One 
bag was shipped to CDC on 10/16/12 for further identification and the other bag held within a secured refrigerator at NRL. Sample 
kept under lock and key until returned to sample custodian. 

12. ANALYST SIGNATURE . . 

Haydee B. Romero ( x ) Broke Seal / 0 f / OH 2 - 


cl . , / ~rjnz~77~ ~ 
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GENERAL CONTINUATION SHEET 


STERILITY MEDIA & EQUIPMENT CONTROL SHEET 


Incubation Started:, 


CONTROLS: 

Environmental Monitoring:Two Blood agar plates exposed for the duration of the analysis. 
(Maximum time of exposure is 1 hour) 


Agar Plate Growth: 


Media and Equipment Quality Assurance Numbers and Control Results: 


QA# I Results 



( 5 > — 
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General continuation sheet 


Sample No.77.C2 / L 


Methodology-Direct Inoculation ( 


The number of unit (s) ( 0) t/ < <*-( ) to be examined/wa^vere removed from the sample 

container and each unit was wiped with 3% H202 disinfectant solution.' The disinfected units were then placed 
inside the disinfected stainless steel pass thru of the clean room and left for up to an hour. Analyst wore sterile 
latex rubber gloves during the disinfection procedure 

2. Preparation of the analytical area and personnel: 

Within the gowning area the analyst (s) dressed in a garment (s) consisting of hair net, mask, shoe cover, sterile 
hood, sterile jumpsuit, sterile booties and sterile latex rubber gloves. All transfers of product to growth 
medium were aseptically performed within a horizontal laminar flow hood (LFH) and/or the Bio safety cabinet 
(BSC) located within the bio-clean room. All surfaces within the LFH &/or BSC were thoroughly disinfected 
with 3% H202 for a minimum of 20 min followed by an application of filter sterilized 70% alcohol ($£.). 

This disinfection procedures of the LFH &/or BSC was repeated before exiting the clean room 

3. Analytical procedures: 

The unit (s)(^as^were placed within the LFH. The unit (s) ^asfovere again disinfected with 70% filter sterilized 
alcohol and allowed to air dry under the LFH_( For eacKunit the flip off cap was aseptically removed 
and by using sterile / CC syringe ^ C~ ml of the contents were aseptically delivered into SCD medium 
and 0 ml delivered into FI. Thio. medium In addition, One drop of the product was placed on 

MEA agar 

4. Controls: 

Media: All tubes of FI. Thio. medium , SCD medium and MEA agar plates were pre-incubated prior to use. 
One un-inoculated tube of each medium was incubated with the test tubes as closed controls 
Syringe: Two (2) syringes were used to withdraw media from each of SCD and FI. Thio. Media and expelled 
it back to their respective tubes. 

Equipment: Two (2) Iq" For caj>S were each dipped into one tube each of SCD and FI. Thio. media — 

System control: To monitor the sterility of the analytical technique, a system control was used. One sterile 
vial of 0.1% peptone water was aseptically opened to expose the rubber stopper by using a sterile 10” forceps, 
this unit was tested using the same analytical procedure employed in setting up the sample. ( falX- 


5. Environmental: Two (?) (w>c( agar plates were exposed for the duration of the analysis 

on the right and left sides of the hood working area ( One tube each of SCD and FI. Thio. media were 
opened and exposed for the duration of the analysis as opened controls. 

6. Incubation: . 

Tubes of SCD medium were incubated / ]_ days at 22.5 +/- 2.5 °C. Tubes of FI. Thio. medium were 
incubated ) ^ days^at 32.5 +/ - 2.5 °C. All tubes were observed periodically for indication of possible growth 
(i .e . turbidity) ( fjllfi' The MEA agar plates were incubated at 22.5 2.5 °C and were observed for growth 

for up to 14 days 

7. Subculture of presumptive positive tubes: ^ r 7 

( )= Analyst performing procedure 


ANALYST(S) 


7 - 2.5 °C and were observed for growth 
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GENERAL CONTINUATION SHEET 


IPRODUCT -Pt C-L^F ) H 


( SAMPLE NO. , 

75 ^ /£ 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started 1 
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GENERAL CONTINUATION 
SHEET 
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SAMPLE# 755216 
10/10/12 HR U 





SAMPLE# 755216 

10/10/12 HR U 
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SAMPLE# 755216 
10/10/12 HR U 




SAMPLE# 755216 

10/10/12 HR U- 
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SAMPLE# 755216 

10/10/12 HR U 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report __ 

For Sample Number: 755216 


n accurate reproduction of the original electronic record as of 


■ 


Sample Type 
Official 


Date Collected 

10/05/2012 


Responsible Fir 

Manufacturer 


Country of Origin 

United States 


Sampling Distric 
FLA-DO 


Storage Rqrmnt. 

Ambient 


x/DEA Schedule Recall Nui 


Consumer Compl. Num Brand Name 

Methylprednisolone Acetate Injectables 


Product Description 

Methylprednisolone Acetate (PF) 80 MG/ML Injectable 1 ML 


Reason for Collection 

Collected per FACTS #1455609, high priority OEO request for 
samples of methylpredisolone acetate from various clinics in FL. 
Analyze for sterility and chemical impurities/assay. 


MFG Codes 
Lot# 062920 12@26 


Expiration Date 

12/26/12 


Firm Legal Name Address 

New England Compounding Center 697 Waverly St Framinghar 


Type of Firm 
Manufacturer 


Firm FEI FCE 

3003623877 


Surgery Center of Ocala 
Size of Lot 


8589 US 

3241 SW 34th Street Ocala, FL 34474 US Dealei 
Est. Value Rcpt Type Carrier Nan 

$ 20.00 FDA484 Fed Ex Traci 


Fed Ex Tracking 
#538854465410 


3009790962 
Date Shipped 
07/31/2012 


Description of Sample 

See continuation. 


Collector's Identification ( 

"755216 10/5/12 JLP" 


a Package and/or Label 


Collector's Identification o 


Sample Delivered To 

NRL Tracking # J45 16537158 


Orig C/R & Records To 
FLA-DO 


Lab w/Split Sample 


Document Date Document Type 

10/05/2012 Affidavit 


Document Remarks 

Form FDA 463a, Affid; 


FDA 463a, Affidavit, read and signed by Ms. 

,n D. Norris, Director of Nursing. 2 pages 
FDA 484, Receipt for Samples, read and signed 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 755216 

This is an accurate reproduction of the original electronic record as of 1 1/05/2012 


5 

6 


7 


07/31/2012 Invoice 

07/31/2012 Other 

07/03/2012 Other 

07/03/2012 Other 

10/05/2012 Other 


by Ms. Marian D. Norris, Director of Nursing. 1 page 
necc Invoice # 224062, showing the shipment of 24 
vials of methylprednisolone acetate (PF) 80 MG/ML 
Injectable, 1 ML, lot # 062920 1 2@26 to the Surgery 
Center of Ocala, 3241 S.W. 34th Street, Ocala, FL 
34474. 3 pages 

FedEx Express Tracking No. 538854465410 showing 
confirmation for the shipment of 24 vials of 
methylprednisolone acetate (PF) 80 MG/ML Injection, 
lot # 062920 1 2@26 from necc to Surgery Center of 
Ocala, 1 page 

Analytical Research Laboratories Certificate of 
Analysis for methylprednisolone acetate (PF) 80 
MG/ML Injection, lot # 062920 1 2@26. 1 page 
Analytical Research Laboratories Microbiology 
Report, for methylprednisolone acetate (PF) 80 
MG/ML Injection, lot # 062920 12@26. 1 page 
Surgery Center of Ocala Patient List of those who 
have received the methylprednisolone acetate (PF) 80 
MG/ML Injection, lot # 062920 12@26. 2 pages 


Remarks 

Although the lot consisted of 5 vials, 3 vials were collected per FLA-DO DIB. The remaining vials were left at the clinic for 
FL State Investigators. 

Payment Amount Payment Method 704(d) Sample 702(b) Portion Collector's Name 

$0,00 No Charge No No Jessica L Pressley 

Name of Signer Date & Time of Signature Meaning 

Jessica L Pressley 10/10/2012 07:50 AM ET Collector 


Date: 11/05/2012 


Page: 2 of 3 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 755216 

This is an accurate reproduction of the original electronic record as of 1 1/05/2012 


Continuation: 

Product Label 

The finished product is labeled in part: "***necc***METHYLPRED. AC (PF) 80MG/ML INJECTA***Lot#06292012@26 
Discard after 

12/26/20 12*** SHAKE WELL***SDV*** 1 ML***". 

Description of Sample 

Sample consists of one zip lock bag containing three 1 ML vials of methylprednisolone acetate 80 MG/ML liquid 
suspension; lot #062920 1 2@26. The zip lock bag containing the three vials was then placed into a whirl-pak bag. 

Method of Collection 

At the Surgery Center of Ocala, 3 vials of methylpredisolone acetate were collected and placed into a zip lock bag, the zip lock 
bag was then placed into a whirl-pak bag, and labeled per collector's identification. 

How Prepared 

At the UPS Store, located at 3101 SW 34th Ave, Ste 905, Ocala, FL 34474, the whirl-pak bag (consisting of the 3 vials) was 
sealed with an official FDA 415a seal. FDA 525 was also taped onto the bag. From this location, the sample was placed in a 
cooler with 2 other samples (sample #7552 1 7 and sample #75698 1 ), and shipped to NRL. 


Date: 11/05/2012 


Page: 3 of 3 
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